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CERTIFICATE OF NEED 
REVIEWED BY THE DEPARTMENT OF HEALTH 

DIVISION OF POLICY, PLANNING AND ASSESSMENT 
615-741-1954 

 
DATE: July 29, 2016 
  
APPLICANT: AxelaCare Health Solutions, LLC 
 5100 Poplar Avenue, 27th Floor Suite 2739 
 Memphis, Tennessee 38137 

 
CN1606-022 

  
  
CONTACT PERSON: John Wellborn 
 4219 Hillsboro Road, Suite 210 
 Nashville, Tennessee 37215 
  
COST: $69,628 
In accordance with Section 68-11-1608(a) of the Tennessee Health Services and Planning Act of 
2002, the Tennessee Department of Health, Division of Policy, Planning, and Assessment, reviewed 
this certificate of need application for financial impact, TennCare participation, compliance with 
Tennessee’s State Health Plan, and verified certain data.  Additional clarification or comment 
relative to the application is provided, as applicable, under the heading “Note to Agency Members.” 
 
SUMMARY: 
The applicant, AxelaCare Health Solutions, LLC, located at 5100 Poplar Avenue, 27th Floor, Suite 
2739, Memphis, Tennessee 38137, seeks Certificate of Need (CON) approval to establish a home 
health agency and provide home health services exclusively limited to the home infusion of 
immune globulin IVIG)pharmaceuticals in Benton, Carroll, Chester, Crockett, Decatur, Dyer, 
Fayette, Gibson, Hardeman, Hardin, Haywood, Henderson, Henry, Lake, Lauderdale, Madison, 
McNairy, Obion, Shelby, Tipton, and Weakley counties. 
 
The project does not contain major medical equipment or initiate or discontinue any other health 
service, and it will not affect any facility’s licensed bed complements. 
 
The applicant will lease 149 square feet of office space at FMV of $2,797. 
 
AxelaCare Health Solutions, LLC is ultimately owned by UnitedHealth Group Inc.  The applicant 
provides a legal entity and organization chart in Attachment A.4-Ownership. 
 

GENERAL CRITERIA FOR CERTIFICATE OF NEED 
 
The applicant responded to all of the general criteria for Certificate of Need as set forth in the 
document Tennessee’s State Health Plan. 
 
NEED: 
The applicant’s service area contains the following 21 counties: 
 

County 2016 Population 2020 Population % of Increase/ 
(Decrease) 

Benton 16,672 16,741 6.7% 
Carroll 28,380 28,207 -0.6% 
Chester 18,260 18,978 3.9% 
Crockett 14,884 15,080 1.3% 
Decatur 11,963 12,077 1.0% 
Dyer 39,306 39,872 1.4% 
Fayette 44,637 48,510 8.7% 
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Gibson 51,394 52,438 2.0% 
Hardeman 27,283 27,278 0% 
Haywood 18,410 18,128 -1.5% 
Hardin 25,557 26,783 0.9% 
Henderson 29,349 30,298 3.2% 
Henry 33,439 34,055 1.8% 
Lauderdale 28,658 29,186 1.8% 
Lake 8,299 8,579 3.4% 
Madison 103,234 106,352 3.0% 
McNairy 27,179 27,760 2.1% 
Obion 31,692 31,559 -0.4% 
Shelby 959,361 981,022 2.3% 
Tipton 67,250 71,196 5.9% 
Weakley 36,066 36,360 0.8% 

Total 1,621,273 1,660,459 2.4% 
       Tennessee Population Projections 2000-2020, 2015 Revised UTCBER, Tennessee Department of Health 
 
This project seeks Tennessee licensure and CON approval to establish an integrated AxelaCare 
home infusion program across all of West Tennessee for patients utilizing AxelaCare infusion 
medications for immune globulin.  The applicant intends to file CON applications for similar 
programs in Middle and East Tennessee. 
 
AxelaCare Health Solutions, LLC (AxelaCare) is the fourth largest provider of home infusion 
medications and services.  In addition, AxelaCare is a leader in research partnerships in this field of 
medicine.  AxelaCare is accredited by The Joint Commission, and holds The Joint Commission’s 
Gold Seal of Approval for the quality of its programs.  AxelaCare’s National Pharmacy Program 
(Supporting the project by suppling medications to the home health team) is accredited by URAC, 
a distinction which it earned with a 100% score on its accreditation surveys. 
 
AxelaCare is both a licensed pharmaceutical company and a home health services provider.  The 
applicant’s regional pharmacy is locate in Kansas but has a Tennessee non-resident pharmacy 
license that allows them to ship immune globulin product to patient homes in any Tennessee 
county when prescribed by the patient’s physician.  As a service provider in 17 states (through 33 
branch offices) AxelaCare operates a full-scope program that integrates the AxelaCare Pharmacy 
with AxelaCare clinical teams of pharmacists and skilled home infusion nurses who manage the 
infusion of the medications in patient’s homes as directed by their physicians.  AxelaCare nurses 
and pharmacists are in 17 states were AxelaCare provide services, and are available 24/7 for 
patient assistance and for consultation with referring physicians, before, during and after the 
patient’s infusion. 
 
Specialty home infusion is the process of providing very specialized medicines intravenously in a 
patient’s home, with the presence of a skilled registered nurse who works under the direction of 
the patient’s referring physician.   
 
AxelaCare is requesting to provide direct services and product for specialty home infusion of its 
immune globulin medications only.  Services would be limited to adult and pediatric patients in 21 
contiguous West Tennessee counties, using AxelaCare’ s own skilled registered nursing staff.  The 
service will provide infusion of Immune Globulin either directly into the vein or through a 
subcutaneous site.   
 
AxelaCare is not requesting authorization for infusion of other medications, only one narrow type 
of specialty infusion, Intravenous Immune Globulin (IVIG). 
 
Immune Globulin is a medicine that contains antibodies, which are tiny proteins that patrol the 
blood stream to alert the body to germs, which the body can then destroy through a complex 
immune system.  Specialists use IVIG infusions when other therapies have failed.  Specialists 
referring to AxelaCare will most likely be neurologists, immunologists, oncologists, and 
dermatologists.  Specialists use IVIG for peripheral neurology, small fiber neuropathy, Gulliain-
Barre Syndrome, Multiple Sclerosis, amongst others.  The applicant lists numerous disorders 
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treated with IVIG on page 12 of the application. 
 
The applicant’s sequence of delivery of home infusion care for IVIG patients included: 

x Patient and Physician contacts, 
x Comprehensive assistance to the patient prior to infusion, 
x An initial home visit, 
x Preparation for infusion or “Dosing” (a prescribed amount of medication to be administered 

in a single dosing cycle (a series of from one to five days), 
x Care during the infusion sessions, 
x CareExchange Technology-a proprietary tech tool that gathers and enters clinical and 

patient data, 
x Use of patient Data for Research. 

 
Many home health agencies are reluctant to provide home infusion services.  The highly specialized 
IVIG service is challenging and unprofitable for almost all home health agencies in West 
Tennessee.  There are several reasons why home health agencies who provided regular home 
health services seldom offer IVIG. 
 

1). There are risks of adverse patient reactions, especially for the first infusion.  Most 
agencies prefer less complex and more predictable patients. 

 
2). The IVIG infusions require highly skilled infusion registered nurses.  Most agencies 
do not have such staff available at the time it is needed and do not provide staff 
training required to create a high level of competency in home infusion care. 
 
3). IVIG infusions require the home health nurse to be present and to be highly 
observant and active in recording patient clinical information for periods of 2-10 hours 
per session.  Few home health agencies want to offer a service that tie up a nurse for 
that length of time. 
 
4.) The best home infusion care allows for immediate nursing consultation with the 
referring physicians office and/or pharmacist, during the infusion service.  To respond 
to this need, AxelaCare has developed its own CareExchange technology, which allows 
its nurses to optimize the accuracy, ease, and speed of gathering information and 
communication with the physician or pharmacist-both during and after the infusion 
service. 

 
There are 52 home health agencies approved to serve the 21-county service area, of which two 
are not currently licensed.  The applicant contacted 46 agencies to determine if they currently 
staffed or had a subcontract in place to provide IVIG without delay.  Only one agency was able to 
provide IVIG home care, while two other agencies were similarly prepared but were only licensed 
for 6 urban counties in the region. 
 
Coram Alternative Site Services, Inc. (CN1406-018) is the only comparable specialty infusion 
service in the service area.  In 2015, Coram was only in operation from 3/26/2015 to 6/30/2015 in 
the Joint Annual Report of Home Health Agencies, 2015.  During this time period, Coram reported 
serving 4 patients; 3 from Shelby County and 1 from Fayette County.  Coram’s total gross 
revenues for 2015 were $44,285. 
 

Home Health Patients and Need in Service Area 
County # of 

Agencies 
Licensed 

# of 
Agencies 
Serving 

2015 
Population 

 

2015 
Patients 
Served 

2018 
Population 

 

Projected 
Capacity 

Projected 
Need 

Need or 
(Surplus) 
for 2020 

Tennessee 1,635 1,473 6,735,706 170,304 6,962,031 176,109 104,430 (71,679) 
Benton 12 11 16,655 684 16,711 686 251 (436) 
Carroll 13 13 28,430 1,458 28,298 1,458 424 (1,034) 
Chester 13 13 18,076 545 18,633 562 279 (282) 
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Crockett 12 11 14,845 567 14,982 572 225 (348) 
Decatur 15 15 11,939 648 12,029 653 180 (472) 
Dyer 9 9 39,155 1,902 39,607 1,924 594 (1,330) 
Fayette 21 20 43,631 707 46,608 755 699 (56) 
Gibson 14 14 51,119 1,870 51,934 1,900 779 (1,121) 
Hardeman 15 14 27,285 920 27,284 920 409 (511) 
Hardin 16 15 26,479 1,101 26,680 1,109 400 (709) 
Haywood 15 13 18,477 649 18,274 642 274 (368) 
Henderson 12 12 29,101 1,209 29,836 1,240 448 (792 
Henry 11 10 33,267 1,270 33,771 1,289 507 (783) 
Lake 7 6 8,230 357 8,441 366 127 (240) 
Lauderdale 14 12 28,529 907 28,930 920 434 (486) 
McNairy 14 14 27,019 1,138 27,486 1,158 412 (745) 
Madison 18 17 102,429 3,220 104,799 3,295 1,572 (1,723) 
Obion 10 10 31,722 1,314 31,625 1,310 474 (836) 
Shelby 26 26 953,899 16,269 970,212 16,547 14,553 (1,994) 
Tipton 21 19 66,234 1,172 69,239 1,225 1,039 (187) 
Weakley 15 15 35,894 1,203 36,300 1,217 545 (672) 

Total 303 289 1,612,415 39,110 1,643,929 39,748 24,625 (14,333) 
 Source:  Tennessee Population Projections 2000-2018  February 2015 Revision, Tennessee Department of Health, Division 
              of Health Statistics and the Joint Annual Report of Home Health Agencies, 2015** 

x **Most recent Year of Joint Annual Report data for Home Health Agencies. 
 
The Department of Health, Division of Policy, Planning, and Assessment calculated the need for 
home health services in the 21-county service area to be a surplus of (14,333). 
 
The applicant projects 45 patients and 1,080 visits in year one and 65 patient and 1,560 visits in 
year two of operation. 
 
TENNCARE/MEDICARE ACCESS: 
The applicant will not participate in the Medicare and TennCare/Medicaid programs. 
 
ECONOMIC FACTORS/FINANCIAL FEASIBILITY: 
The Department of Health, Division of Policy, Planning, and Assessment have reviewed the Project 
Costs Chart, the Historical Data Chart, and the Projected Data Chart to determine if they are 
mathematically accurate and if the projections are based on the applicant’s anticipated level of 
utilization.  The location of these charts may be found in the following specific locations in the 
Certificate of Need Application or the Supplemental material: 
 
 Project Costs Chart:  The Project Costs Chart is located on page 48 of the application.  

The applicant’s estimate total project cost is $69,628. 
 

 
Historical Data Chart: There is no Historical Data Chart as this is the initiation of a new 
home health agency. 
 
 
Projected Data Chart: The Projected Data Chart for Nursing and Home Office only 
(Pharmaceuticals Only) is located in Supplemental 1, Additional Information.  The applicant 
projects 45 and 65 patients with 1,080 and 1,560 visits respective in years one and two, with 
net operating revenues of ($150,413) and ($161,587) each year, respectively. 

 
In the Projected Data Chart for AxelaCare West Pharmaceuticals Only is located in 
Supplemental 1.  The applicant projects 45 and 65 patients with 1,080 and 1,560 visits 
respective in years one and two, with net operating revenues of $669,727 and $1,088,735 
each year, respectively. 

 
In the Consolidated Operations , Nursing Home Office, and Pharmaceuticals, the applicant 
projects 45 and 65 patients with 1,080 and 1,560 visits respective in years one and two, with 
net operating revenues of $519,313 and $927,148 each year, respectively. 
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The applicant’s average Charges, Deductions, and Net Charges are as follows: 
 
Average Charges, Deductions, Met Charges, Net Operating Income 

West Tennessee Nursing Operations Only 
 2017 2018 

Patients 45 65 
Visits 1,080 1,560 
Average Expected Revenue per Patient $5,760 $5,760 

Average Expected Revenue Per Visit $240 $240 

Average Deduction from Operating 
Revenue Per Patient 

$173 $173 

Average Deduction from Operating 
Revenue Per Visit 

$7 $7 

Average Net Charge  per Patient (Net 
Operating Revenue) 

$5,587 $5,587 

Average Net Charge  per Visit (Net 
Operating Revenue) 

$233 $233 

Average Net Operating Income after 
Expenses per Patient 

($3,343) ($2,486) 

Average Net Operating Income after 
Expenses per Visit 

($139) ($104) 

 
Average Charges, Deductions, Met Charges, Net Operating Income 
Combined West Tennessee Nursing and Out of State Pharmaceutical Operations 

 2017 2018 

Patients 45 65 
Visits 1,080 1,560 
Average Expected Revenue per Patient $101,760 $101,760 
Average Expected Revenue Per Visit $4,240 $4,240 
Average Deduction from Operating 
Revenue Per Patient 

$3,053 $3,053 

Average Deduction from Operating 
Revenue Per Visit 

$127 $127 

Average Net Charge  per Patient (Net 
Operating Revenue) 

$98,707 $98,707 

Average Net Charge  per Visit (Net 
Operating Revenue) 

$4,113 $4,113 

Average Net Operating Income after 
Expenses per Patient 

$15,985 $18,110 

Average Net Operating Income after 
Expenses per Visit 

$666 $755 

 
The only specialty infusion-specific comparable charge data is Coram/CVS Specialty Infusion 
Services (CN1406-018).  Coram projected its charges for specialty infusion at $290-$348.  In 
comparison, the applicant projected their charge at $240. 
 
CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTHCARE: 
AxelaCare has and expects to develop referral and working relationships with a large number of 
hospitals, specialty medical practices, and home health agencies in the Memphis and Jackson 
areas. 
 
The applicant believes the positive benefits of the project outweigh the minimal impact this project 
will have on the 52 home health agencies serving West Tennessee.  AxelaCare’s patient volume is 
less than two-tenths of 1% of the 39,026 patients served by area agencies.  Additionally, at the 
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current two-year rate of increase in the existing agencies caseloads in the service, agencies in the 
area’s caseloads will increase by 3,092 patients by year two of the AxelaCare project. 
 
The project will encourage the movement of IVIG infusion patients out of costlier and less 
convenient settings where they now have to go in order to get timely start of dosing for their 
disorders.  Their conditions will be managed by specialty-trained infusion nurses, using state-of-
the-art information technology that enhances real-time communication between the care team and 
the patient’s physicians. 
 
The applicant projects the following staffing for years one and two below. 
 
AxelaCare Healthcare Solutions-West Tennessee 

Position  2017 
FTEs 

2018 
FTEs 

Home Care Director-Memphis 
½ Time in Office 

0.5 05 

Account Executive  1.0 1.0 
Administrative Assistant 0.5 1.0 

   
Field Positions   

Home Care Director-Memphis 
½ in Field 

0.5 0.5 

Infusion Rn’s in Filed 2.0 3.0 
   
   

Total  4.5FTES 6.0FTEs 
 
AxelaCare Healthcare Solutions-West Tennessee-Drug Delivery 

Position   2017 2018 

Pharmacist 1.0 1.0 
Techs 1.0 1.0 

Delivery 1.0 1.0 
Back Office 2.0 3.0 

 5.0 FTES 6.0 FTEs 
 
The applicant will seek licensure from the Tennessee Department of Health, Board for Licensing 
Healthcare Facilities.  AxelaCare has a Tennessee non-resident pharmacy license that allows them 
to ship immune globulin product patient homes in any Tennessee county when prescribed by the 
patient’s physician. 
 
QUALITY MONITORING: AxelaCare is accredited by The Joint Commission, and holds The Joint 
Commission’s Gold Seal of Approval for the quality of its programs.  AxelaCare’s National Pharmacy 
Program (Supporting the project by suppling medications to the home health team) is accredited 
by URAC, a distinction which it earned with a 100% score on its accreditation surveys. 
 
 

SPECIFIC CRITERIA FOR CERTIFICATE OF NEED 
 
The applicant responded to all relevant specific criteria for Certificate of Need as set forth in the 
document Tennessee’s State Health Plan. 
 
Standards and Criteria 
 

1. Determination of Need: In a given county, 1.5 percent of the total population will be 
considered as the need estimate for home health services in that county.  This 1.5 percent 
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formula will be applied as a general guideline, as a means of comparison within the 
proposed Service Area.  

 
2. The need for home health services should be projected three years from the latest 

available year of final JAR data. 
 

3. The use rate of existing home health agencies in each county of the Service Area will be 
determined by examining the latest utilization rate as calculated from the JARs of existing 
home health agencies in the Service Area.  Based on the number of patients served by 
home health agencies in the Service Area, an estimation will be made as to how many 
patients could be served in the future. 
 

Home Health Patients and Need in Service Area 
County # of 

Agencies 
Licensed 

# of 
Agencies 
Serving 

2015 
Population 

 

2015 
Patients 
Served 

2018 
Population 

 

Projected 
Capacity 

Projected 
Need 

Need or 
(Surplus) 
for 2020 

Tennessee 1,635 1,473 6,735,706 170,304 6,962,031 176,109 104,430 (71,679) 
Benton 12 11 16,655 684 16,711 686 251 (436) 
Carroll 13 13 28,430 1,458 28,298 1,458 424 (1,034) 
Chester 13 13 18,076 545 18,633 562 279 (282) 
Crockett 12 11 14,845 567 14,982 572 225 (348) 
Decatur 15 15 11,939 648 12,029 653 180 (472) 
Dyer 9 9 39,155 1,902 39,607 1,924 594 (1,330) 
Fayette 21 20 43,631 707 46,608 755 699 (56) 
Gibson 14 14 51,119 1,870 51,934 1,900 779 (1,121) 
Hardeman 15 14 27,285 920 27,284 920 409 (511) 
Hardin 16 15 26,479 1,101 26,680 1,109 400 (709) 
Haywood 15 13 18,477 649 18,274 642 274 (368) 
Henderson 12 12 29,101 1,209 29,836 1,240 448 (792 
Henry 11 10 33,267 1,270 33,771 1,289 507 (783) 
Lake 7 6 8,230 357 8,441 366 127 (240) 
Lauderdale 14 12 28,529 907 28,930 920 434 (486) 
McNairy 14 14 27,019 1,138 27,486 1,158 412 (745) 
Madison 18 17 102,429 3,220 104,799 3,295 1,572 (1,723) 
Obion 10 10 31,722 1,314 31,625 1,310 474 (836) 
Shelby 26 26 953,899 16,269 970,212 16,547 14,553 (1,994) 
Tipton 21 19 66,234 1,172 69,239 1,225 1,039 (187) 
Weakley 15 15 35,894 1,203 36,300 1,217 545 (672) 

Total 303 289 1,612,415 39,110 1,643,929 39,748 24,625 (14,333) 
 Source:  Tennessee Population Projections 2000-2018,  February 2015 Revision, Tennessee Department of Health, Division 
              of Health Statistics and the Joint Annual Report of Home Health Agencies, 2015** 

x **Most recent Year of Joint Annual Report data for Home Health Agencies. 
x  

 
The Department of Health, Division of Policy, Planning, and Assessment calculated the need for 
home health services in the 21-county service area to be a surplus of (14,333). 
 

4. County Need Standard: The applicant should demonstrate that there is a need for home 
health services in each county in the proposed Service Area by providing documentation 
(e.g., letters) where: a) health care providers had difficulty or were unable successfully to 
refer a patient to a home care organization and/or were dissatisfied with the quality of 
services provided by existing home care organizations based on Medicare’s system Home 
Health Compare and/or similar data; b) potential patients or providers in the proposed 
Service Area attempted to find appropriate home health services but were not able to 
secure such services; c) providers supply an estimate of the potential number of patients 
that they might refer to the applicant.   

 
The applicant submitted several letters of support from area physicians who cite the need 
for the project, due to difficulty of finding home health providers in the service are who are 
able and willing to respond timely to their patients’ needs with the level of care AxelaCare 
proposes to provide. 
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5. Current Service Area Utilization: The applicant should document by county: a) all 

existing providers of home health services within the proposed Service Area; and b) the 
number of patients served during the most recent 12-month period for which data are 
available.  To characterize existing providers located within Tennessee, the applicant 
should use final data provided by the JARs maintained by the Tennessee Department of 
Health. In each county of the proposed Service Area, the applicant should identify home 
health agencies that have reported serving 5 or fewer patients for each of the last three 
years based on final and available JAR data. If an agency in the proposed Service Area 
who serves few or no patients is opposing the application, that opponent agency should 
provide evidence as to why it does not serve a larger number of patients.  
 
The applicant provided three years of JAR patient data for every home health agency with 
authorization to provide care in the 21 county service area. 
 
The applicant identified existing agencies that served five or fewer patients in the service 
are during each of the past three years.  The applicant provides this information in 
Supplemental Table 2, Supplemental 1. 
 

6. Adequate Staffing: Using TDH Licensure data, the applicant should document a plan 
demonstrating the intent and ability to recruit, hire, train, assess competencies of, 
supervise, and retain the appropriate numbers of qualified personnel to provide the 
services described in the application and document that such personnel are available to 
work in the proposed Service Area.  The applicant should state the percentage of qualified 
personnel directly employed or employed through a third party staffing agency. 

 
Based on AxelaCare experience and demonstrated quality in 17 states through 33 branch 
offices, AxelaCare anticipates no problems in attracting superior staff for this project.  
Implementation of the project will require between 3 or 4 skilled care nurses with 
documented competencies in infusion care. 
 

7. Community Linkage Plan:  The applicant should provide a community linkage plan that 
demonstrates factors such as, but not limited to, referral arrangements with appropriate 
health care system providers/services (that comply with CMS patient choice protections) 
and working agreements with other related community services assuring continuity of care 
focusing on coordinated, integrated systems.  A new provider may submit a proposed 
community linkage plan. 

 
The applicant’s primary linkage will be referring specialty physicians.  AxelaCare will 
regularly call on area specialty physician groups who serve patients with potential needs 
for IVIG.  AxelaCare will meet monthly with physicians who refer patients to them, to 
review and discuss patient outcome data and confer on future treatment options. 
 
The secondary linkage will be to area hospital’s discharge planners and medical staff.  
AxelaCare representatives will be in regular communication with these groups to ensure 
their awareness of treatment options. 
 

8. TennCare Managed Care Organizations (MCOs) and Financial Viability:  Given the 
time frame required to obtain Medicare certification, an applicant proposing to contract 
with the Bureau of TennCare’ s MCOs should provide evidence of financial viability during 
the time period necessary to receive such certification.  Applicants should be aware that 
MCOs are under no obligation to contract with home care organizations, even if Medicare 
certification is obtained, and that Private Duty Services are not Medicare certifiable 
services.  Applicants who believe there is a need to serve TennCare patients should 
contact the TennCare MCOs in the region of the proposed Service Area and inquire 
whether their panels are open for home health services, as advised in the notice posted on 
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the HSDA website, to determine whether at any given point there is a need for a provider 
in a particular area of the state; letters from the TennCare MCOs should be provided to 
document such need. See Note 2 for additional information. 

 
 
Not applicable 
 
Applicants should also provide information on projected revenue sources, including non-
TennCare revenue sources. 
The applicant’s gross revenues will be 98% from multiple commercial insurors.  The 
applicant will not be serving Medicare or Medicaid patients. 

 
9. Proposed Charges:  The applicant’s proposed charges should be reasonable in 

comparison with those of other similar agencies in the Service Area or in adjoining service 
areas. The applicant should list: 

 
a. The average charge per visit and/or episode of care by service category, if 

available in the JAR data. 
 

The applicant provides this information of page 34 of the application. 
 

b. The average charge per patient based upon the projected number of visits and/or 
episodes of care and/or hours per patient, if available in the JAR data. 

 
The only specialty infusion-specific comparable charge data is Coram/CVS 
Specialty Infusion Services (CN1406-018).  Coram projected its charges for 
specialty infusion at $290-$348.  In comparison, the applicant projected their 
charge at $240. 
 

10. Access: In concert with the factors set forth in HSDA Rule 0720-11-.01(1) (which lists 
those factors concerning need on which an application may be evaluated), the HSDA may 
choose to give special consideration to an applicant that is able to show that there is 
limited access in the proposed Service Area for groups with special medical needs such as, 
but not limited to, medically fragile children, newborns and their mothers, and HIV/AIDS 
patients.  Pediatrics is a special medical needs population, and therefore any provider 
applying to provide these services should demonstrate documentation of adequately 
trained staff specific to this population’s needs with a plan to provide ongoing best practice 
education. For purposes of this Standard, an applicant should document need using 
population, service, special needs, and/or disease incidence rates. If granted, the 
Certificate of Need should be restricted on condition, and thus in its licensure, to serving 
the special group or groups identified in the application.  The restricting language should 
be as follows: CONDITION: Home health agency services are limited to (identified specialty 
service group); the expansion of service beyond (identified specialty service group) will 
require the filing of a new Certificate of Need application. Please see Note 3 regarding 
federal law prohibitions on discrimination in the provision of health care services. 

 
The applicant intends to provide home health services exclusively limited to the home 
infusion of immune globulin IVIG) 
pharmaceuticals (IVIG).   
 

11. Quality Control and Monitoring: The applicant should identify and document its 
existing or proposed plan for data reporting (including data on patient re-admission to 
hospitals), quality improvement, and an outcome and process monitoring system 
(including continuum of care and transitions of care from acute care facilities). If 
applicable, the applicant should provide documentation that it is, or that it intends to be, 
fully accredited by the Joint Commission, the Community Health Accreditation Program, 
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Inc., the Accreditation Commission for Health Care, and/or other accrediting body with 
deeming authority for home health services from CMS. 
 

 
AxelaCare is accredited by The Joint Commission, and holds The Joint Commission’s Gold 
Seal of Approval for the quality of its programs.  AxelaCare’s National Pharmacy Program 
(Supporting the project by suppling medications to the home health team) is accredited by 
URAC, a distinction which it earned with a 100% score on its accreditation surveys. 
 

12. Data Requirements: Applicants should agree to provide the Department of Health 
and/or the Health Services and Development Agency with all reasonably requested 
information and statistical data related to the operation and provision of services and to 
report that data in the time and format requested.  As a standard of practice, existing data 
reporting streams will be relied upon and adapted over time to collect all needed 
information.  

 
The applicant so agrees. 

Notes 
 
1.  Professional Support Services and Personal Support Services:  It should be noted that 
an entity providing either “professional support services,” as defined by TCA § 68-11-201 
(regarding nursing and occupational, physical, or speech therapy services provided to individuals 
with mental retardation or developmental disabilities pursuant to a contract with the state agency 
financially responsible for such services), or “personal support services,” as set forth in the Rules of 
the Department of Mental Health and Substance Abuse Services Office of Licensure Chapter 0940-
05-38 (regarding self-care assistance, household assistance, personal assistance to access 
community activities, and education services), does not require a Certificate of Need in order to be 
licensed by the appropriate department to perform its services. 
 
2.  TennCare Medicare Certification:  As of the effective date of these standards and criteria, 
the Rules of the Bureau of TennCare (“TennCare”), the state of Tennessee’s Medicaid program, 
require that any applicant for a Certificate of Need to provide home health services that desires to 
contract with TennCare’s MCOs become Medicare-certified. The process of becoming Medicare-
certified can take several months if an agency does not meet Medicare “deemed certified” status 
through accreditation by national accrediting organizations. 
 
It should be noted that as of the effective date of these standards and criteria, Private Duty 
Services do not qualify as a Medicare reimbursable service.  Thus, an entity that applies for a 
Certificate of Need should not apply to provide only Private Duty Services if it intends to try to 
contract with the MCOs as it will not be able to receive Medicare certification. Additionally, 
applicants should contact TennCare for specific information regarding the ability to contract with 
MCOs.  On the Health Services and Development Agency website (http://www.tn.gov/hsda/) an 
informational letter is available entitled “Are you thinking about applying for a CON to provide 
Home Health or Private Duty Nursing Services in Tennessee?” 
 
3.  Services not to be Discriminatory in Nature: Some past applications have endeavored to 
provide home health services to specific populations.  It should be noted that federal law prohibits 
health care providers from providing health care services that discriminate against any population 
in the areas of race, color, national origin, disability, or age.   This prohibition is enforced by the 
Office for Civil Rights to ensure that eligible persons have equal access to quality health care 
regardless of race, color, national origin, disability, or age. 
 


